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gallons,” or ‘““Net contents 2% gal’’ but
not as ‘2 gal 4 pt”’.

(I) For quantities, the following ab-
breviations and none other may be em-
ployed. Periods and plural forms are

optional:

Gallon gal milliliter ml
quart qt cubic centimeter cc
pint pt yard yd
ounce oz feet or foot ft
pound Ib inch in

grain gr meter m
kilogram kg centimeter cm
gram g millimeter mm
milligram mg fluid fl
microgram mcg square sq
liter | weight wt

(m) On packages labeled in terms of
linear measure, the declaration shall
be expressed both in terms of inches
and, if applicable (1 foot or more), the
largest whole units (yards, yards and
feet, feet). The declaration in terms of
the largest whole units shall be in pa-
rentheses following the declaration in
terms of inches and any remainder
shall be in terms of inches or common
or decimal fractions of the foot or
yard; if applicable, as in the case of ad-
hesive tape, the initial declaration in
linear inches shall be preceded by a
statement of the width. Examples of
linear measure are ‘‘86 inches (2 yd 1 ft
2 in),” ““90 inches (2% yd),”” “*30 inches
(2.5 ft),” ** ¥ inch by 36 in (1 yd),” etc.

(n) On packages labeled in terms of
area measure, the declaration shall be
expressed both in terms of square
inches and, if applicable (1 square foot
or more), the largest whole square unit
(square yards, square yards and square
feet, square feet). The declaration in
terms of the largest whole units shall
be in parentheses following the dec-
laration in terms of square inches and
any remainder shall be in terms of
square inches or common or decimal
fractions of the square foot or square
yard; for example, ““158 sq inches (1 sq
ft 14 sq in).”

(0) Nothing in this section shall pro-
hibit supplemental statements at loca-
tions other than the principal display
panel(s) describing in nondeceptive
terms the net quantity of contents,
provided that such supplemental state-
ments of net quantity of contents shall
not include any term qualifying a unit
of weight, measure, or count that tends
to exaggerate the amount of the drug
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contained in the package; for example,
“‘giant pint” and ‘“‘full quart.” Dual or
combination declarations of net quan-
tity of contents as provided for in para-
graphs (a) and (i) of this section are not
regarded as supplemental net quantity
statements and shall be located on the
principal display panel.

(p) A separate statement of net quan-
tity of contents in terms of the metric
system of weight or measure is not re-
garded as a supplemental statement
and an accurate statement of the net
quantity of contents in terms of the
metric system of weight or measure
may also appear on the principal dis-
play panel or on other panels.

(q) The declaration of net quantity of
contents shall express an accurate
statement of the quantity of contents
of the package. Reasonable variations
caused by loss or gain of moisture dur-
ing the course of good distribution
practice or by unavoidable deviations
in good manufacturing practice will be
recognized. Variations from stated
quantity of contents shall not be un-
reasonably large.

(r) A drug shall be exempt from com-
pliance with the net quantity declara-
tion required by this section if it is an
ointment labeled ‘‘sample,” “physi-
cian’s sample,”” or a substantially simi-
lar statement and the contents of the
package do not exceed 8 grams.

§201.63 Pregnancy-nursing warning.

(@) The labeling for all over-the-
counter (OTC) drugs that are intended
for systemic absorption, unless specifi-
cally exempted, shall contain a general
warning under the heading Warning (or
Warnings if it appears with additional
warning statements) as follows: ‘““As
with any drug, if you are pregnant or
nursing a baby, seek the advice of a
health professional before using this
product.” In addition to the written
warning, a symbol that conveys the in-
tent of the warning may be used in la-
beling.

(b) Where a specific warning relating
to use during pregnancy or while nurs-
ing has been established for a particu-
lar drug product in a new drug applica-
tion (NDA) or for a product covered by
an OTC drug final monograph in part
330 of this chapter, the specific warning
shall be used in place of the warning in
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paragraph (a) of this section, unless
otherwise stated in the NDA or in the
final OTC drug monograph.

(c) The following OTC drugs are ex-
empt from the provisions of paragraph
(a) of this section:

(1) Drugs that are intended to benefit
the fetus or nursing infant during the
period of pregnancy or nursing.

(2) Drugs that are labeled exclusively
for pediatric use.

(d) The Food and Drug Administra-
tion will grant an exemption from
paragraph (a) of this section where ap-
propriate upon petition under the pro-
visions of §10.30 of this chapter. Deci-
sions with respect to requests for ex-
emptions shall be maintained in a per-
manent file for public review by the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
rm. 1-23, 12420 Parklawn Dr., Rockville,
MD 20857.

(e) The labeling of orally or rectally
administered OTC aspirin and aspirin-
containing drug products must bear a
warning that immediately follows the
general warning identified in para-
graph (a) of this section. The warning
shall be as follows:

“IT IS ESPECIALLY IMPORTANT NOT
TO USE”’ (select “ASPIRIN” or
“CARBASPIRIN CALCIUM,” as appropriate)
“DURING THE LAST 3 MONTHS OF PREG-
NANCY UNLESS SPECIFICALLY DI-
RECTED TO DO SO BY A DOCTOR BE-
CAUSE IT MAY CAUSE PROBLEMS IN THE
UNBORN CHILD OR COMPLICATIONS DUR-
ING DELIVERY.”

[47 FR 54757, Dec. 3, 1982, as amended at 55
FR 27784, July 5, 1990; 59 FR 14364, Mar. 28,
1994]

Subpart D—Exemptions From
Adequate Directions for Use

§201.100 Prescription for

human use.

A drug subject to the requirements of
section 503(b)(1) of the act shall be ex-
empt from section 502(f)(1) if all the
following conditions are met:

(a) The drug is:

(1) (i) In the possession of a person
(or his agents or employees) regularly
and lawfully engaged in the manufac-
ture, transportation, storage, or whole-
sale distribution of prescription drugs;
or

drugs
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(i) In the possession of a retail, hos-
pital, or clinic pharmacy, or a public
health agency, regularly and lawfully

engaged in dispensing prescription
drugs; or
(iii) In the possession of a practi-

tioner licensed by law to administer or
prescribe such drugs; and

(2) It is to be dispensed in accordance
with section 503(b)

(b) The label of the drug bears:

(1) The statement ‘‘Caution: Federal
law prohibits dispensing without pre-
scription’ and

(2) The recommended or usual dosage
and

(3) The route of administration, if it
is not for oral use; and

(4) The quantity or proportion of
each active ingredient, as well as the
information required by section 502 (d)
and (e); and

(5) If it is for other than oral use, the
names of all inactive ingredients, ex-
cept that:

(i) Flavorings and perfumes may be
designated as such without naming
their components.

(ii) Color additives may be des-
ignated as coloring without naming
specific color components unless the
naming of such components is required
by a color additive regulation pre-
scribed in Subchapter A of this chap-
ter.

(iii) Trace amounts of harmless sub-
stances added solely for individual
product identification need not be
named. If it is intended for administra-
tion by parenteral injection, the quan-
tity or proportion of all inactive ingre-
dients, except that ingredients added
to adjust the pH or to make the drug
isotonic may be declared by name and
a statement of their effect; and if the
vehicle is water for injection it need
not be named.

(6) An identifying lot or control num-
ber from which it is possible to deter-
mine the complete manufacturing his-
tory of the package of the drug.

(7) A statement directed to the phar-
macist specifying the type of container
to be used in dispensing the drug prod-
uct to maintain its identity, strength,
quality, and purity. Where there are
standards and test procedures for de-
termining that the container meets the
requirements for specified types of con-



		Superintendent of Documents
	2010-11-11T17:17:05-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




